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PATENT 



REMARKS/ARGUMENTS 

Claims 16-28 are pending in the present application. In the Office Action, claims 

25-28 have been withdrawn from consideration and claims 16-24 were rejected. In response to 
the Office Action and concurrent with a Request- for Continued Examination, claims 16 and 22 
have been amended. Reconsideration of the pending claims is respectfully requested. 

Claim Rejections - 35 U.S.C. § 102 

Claims 22-24 were rejected under 35 U.S.C. § 102(b) as being anticipated by 
McDonald et al. (U.S. Patent No. 6,090,136). Such rejection is overcome for at least the 
following reasons. 

Claim 22 has been amended to recite in part- positioning. a distal portion of a stent 
delivery catheter device in the body lumen, the delivery catheter having a first sheath, a second 
sheath adjacent the first sheath, an expandable member and a plurality of stent segments 
mounted thereon , the stent segments and expandable member being at least partially covered bv 
the first and second sheath . Support for this, amendment may be found in paragraphs 0035, 0045 
and 0047 of the application as filed, therefore no new matter has been added. McDonald fails to 
teach or suggest a second sheath adjacent the first sheath , as now recited in amended claim 22. 

McDonald discloses a self-expanding tubular prosthesis formed by rolling a 
flexible sheet around a longitudinal axis (Abstract). In Fig. 7, an outer sheath 126 constrains the 
tubular prosthesis, but McDonald fails to teach or suggest a second sheath. The Office Action 
further supports this conclusion by stating that "McDonald et al discloses a single sheath as 
stated above, except for first and second sheaths on the catheter device" (Office Action, page 3). 

Moreover, claim 22 has also been amended to recite in part the step of moving at 
least one of the first sheath or the second sheath of the catheter device to expose a first portion of 
the expandable membe r so as to allow deployment of a first selected number of stent segments at 
a first treatment site while a second portion of the expandable member and at least one remaining 
stent segment remains constrained bv either the first or the second sheath after the first selected 
number of stent segmen ts have been fully deployed, and the wherein the at least one remaining 
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stent segment is unconnected with the first selected number of stent segments after deployment 
thereof . Support for this amendment may also be found in paragraphs 0035, 0045 and 0047 of 
the application as filed, therefore no new matter has been added. 

While McDonald discloses that his tubular prosthesis may be used with an 
expansion member (col. 11, lines 51-59), no additional disclosure regarding the structure of the 
balloon or its interaction with the prosthesis is disclosed. In fact, McDonald discloses that his 
self-expanding tubular prosthesis has a variety of advantages over conventional balloon 
expandable stents (col. 14, line 64 - col. 15, line 18), thus the intended purpose of McDonald's 
disclosure is to teach a self-expanding tubular prosthesis that does not utilized a balloon. 
Therefore, McDonald in fact teaches away from the use of a balloon. 

Nevertheless, assuming arguendo that McDonald's self-expanding tubular 
prosthesis were used in conjunction with a balloon, one of ordinary skill in the art would use a 
balloon having a length matching the length of the prosthesis since a longer balloon could 
damage the vessel wall and a shorter balloon could result in uneven prosthesis expansion. Since 
the balloon length matches the stent length, no portion of the balloon could be constrained by the 
sheath after the prosthesis has been fully deployed because after the balloon has been expanded 
to deploy the tubular device, the entire balloon length is also expanded, leaving no portion of the 
balloon unexpanded and constrained. McDonald therefore fails to teach or suggest a second 
portion of the expandable member and at least one remaining stent segment remains constrained 
by either the first or the second sheath after the first selected number of stent segments have been 
fully deployed, and the wherein the at least one remaining stent segment is unconnected with the 
first selected number of stent segments after deployment thereof . 

Because a single reference fails to teach or suggest each and every element of the 
claim, anticipation cannot be established under 35 U.S.C. § 102(b). Applicants respectfully 
request withdrawal of the 35 U.S.C. § 102(b) rejection and allowance of independent claim 22 
and the claims depending therefrom. 
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Claim Rejections -35 U.S.C. § 103 

In the Office Action, claims 16-21 were rejected under 35 U.S.C. § 103(a) as 
being unpatentable over McDonald (U.S. Patent No. 6,090,136) in view of Heyn (U.S. Patent 
No. 5,201,757). Such rejection is overcome for at least the following reasons. 

Claim 16 has been amended to recite in part the step of radially expanding only 
the exposed part of the expandable member to deploy the one stent segment at the treatment site 
while a second portion of the expandable member and at least one remaining stent segment of the 
plurality remains unexpanded on the delivery device unconnected with the one stent segment and 
the at least one remaining stent segment is constrained by either the first sheath or the second 
sheath after the one stent segment has been fully deployed . Support for this amendment may be 
found in paragraphs 0035, 0045 and 0047 of the application as filed, therefore no new matter has 
been added. Neither McDonald or Heyn teach or suggest a second portion of the expandable 
member and at least one remaining stent segment of the plurality remains unexpanded on the 
delivery device unconnected with the one stent segment and the at least one remaining stent 
segment is constrained by either the first sheath or the second sheath after the one stent segment 
has been fully deployed . 

As discussed above, McDonald fails to teach or suggest a first sheath and a 
second sheath. Furthermore, McDonald discloses a self-expanding tubular prosthesis formed by 
rolling a flexiblesheet around a longitudinal axis (Abstract). Even if McDonald's self-expanding 
tubular prosthesis were used in conjunction with a balloon, one of ordinary skill in the art would 
select a balloon length to match the prosthesis length. Upon expansion of the balloon and 
prosthesis, no portion of the balloon would remain unexpanded and be constrained by the sheath 
after the first selected number of stent segments have been fully deployed, and this has been 
discussed above. McDonald therefore fails to teach or suggest a second portion of the 
expandable member and at least one remaining stent segment of the plurality remains 
unexpanded on the delivery device unconnected with the one stent segment and the at least one 
remaining stent segment is constrained by either the first sheath or the second sheath after the 
one stent segment has been fully deployed , as now recited by claim 16. 
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Heyn fails to provide the elements missing from McDonald. Heyn discloses an 
apparatus for deploying a radially self-expanding stent having proximal and distal sleeves that 
contain end portions of the stent in a reduced radius delivery configuration (Abstract). The 
sleeves are moved axially with respect to one another to permit radial self-expansion of the stent 
only over its medial region, while the sleeves continue to contain the axially outward regions of 
the stent (Abstract). Upon sufficient movement of the sleeves axially relative to one another, the 
stent becomes totally free of the sleeves, resulting in radial expansion over the entire stent length 
(Abstract). The balloon disclosed in Heyn is used to provide an axial force to push apart the two 
sheaths in order to allow the stent to self expand (col. 8, lines 41-44). After the two sheaths have 
been separated, the balloon continues to expand into the gap between the two sheaths thereby 
further pushing the two sheaths apart from one another until the entire stent may self expand 
(col. 8, lines 44-49). Thus it is clear that the entire balloon expands and pushes the ends of the 
sheaths away from the balloon until the balloon is fully expanded along with the stent and no 
portion of the balloon or stent remains unexpanded and constrained by the sheaths (see Fig. 9). 
Therefore, Heyn fails to teach or suggest that a second portion of the expandable member and at 
least one remaining stent segment of the plurality remains unexpanded on the delivery device 
unconnected with the one stent segment and the at least one remaining stent segment is 
constrained by either the first sheath or the second sheath after the one stent segment has been 
fully deployed , as recited by claim 16. 

Furthermore, one of ordinary skill in the art would not combine McDonald and 
Heyn because the resulting device would be inoperative. McDonald's tubular prosthesis is 
formed by rolling a flexible sheet around a longitudinal axis. This prosthesis can only expand if 
the entire prosthesis including proximal and distal ends are unconstrained. Heyn on the other 
hand discloses proximal and distal sleeves intended to constrain the proximal end distal end 
portions of a stent in a reduced radius configuration. Constraining the end portions of a Heyn's 
stent allow the medial region to expand so that stent position may be verified and adjusted prior 
to releasing the entire stent. However, using Heyn's proximal and distal sleeves to constrain both 
ends of McDonald's rolled flexible sheet stent would prevent the stent from expanding including 
the medial region and thus position verification would not be accurate since the prosthesis has 
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not expanded. Thus, because McDonald's stent would not partially expand as required in Heyn, 
one of ordinary skill in the art would not combine the two references since the resulting device 
would not work at intended. 

Because the cited references alone or in combination fail to teach each and every 
element of the claimed invention and one of ordinary skill in the ait would not combine the two 
references, prima facie obviousness cannot be established under 35 U.S.C § 103(a). Applicants 
therefore respectfully request withdrawal of the 35 U.S.C. § 103(a) rejection and allowance of 
independent claim 16 and the claims depending therefrom. 

CONCLUSION 

In view of the foregoing, Applicants believe all claims now pending in this 
Application are in condition for allowance and an action to that end is respectfully requested. 

If the Examiner believes a telephone conference would expedite prosecution of 
this application, please telephone the undersigned at 650-326-2400. 

Respectfully submitted, 




Douglas Portnow 
Reg. No. 59,660 

TOWNSEND and TOWNSEND and CREW LLP 

Two Embarcadero Center, Eighth Floor 

San Francisco, California 94111-3834 

Tel: 650-326-2400 
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